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DETAILED ACTION 

This action is in response to applicant's amendment received 05 July 2007. 
The examiner acknowledges the amendments made to the claims. 

Claim Objections 

1 . Claim 1 is objected to because of the following informalities: On line 9 of Claim 1 
it reads "a body vessel" and should rather read --the body vessel--. Appropriate 
correction is required. 

Claim Rejections - 35 USC § 102 

1 . The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

2. Claims 1-2 and 8 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Shaknovich (U.S. Patent No. 5,807,398). 

Claims 1-2 : Shaknovich discloses a method for delivering and deploying an 
expandable intraluminal device 3a, providing a delivery system comprising an elongate 
member 1 having proximal and distal ends and defining a lumen, the devliery system 
further comprising an ancillary delivery device 8 at least partially disposed in the lumen 
and having a means for spacing a portion of the elongate member from a wall surface of 
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a body vessel 10 , and the expandable intraluminal medical device 3a circumferentially 
disposed about a portion of the elongate member 1 (Figure 1 ). The distal end of the 
elongate member 9 is inserted into a body vessel 10, and the distal end of the elongate 
member 9 is advanced through the body vessel to the desired point of treatment 11 
(Figure 2), A portion of the elongate member is spaced from a wall surface of the blood 
vessel at a point distal to said expandable intraluminal medical device 3a by activating 
the means for spacing 8 (Figure 2) , wherein spacing a portion of the elongate member 
includes the expandable intraluminal device, and the expandable intraluminal medical 
device is deployed from the elongate member after the elongate member has been 
spaced from a wall surface of the body surface (Figure 5). Lastly, the elongate member 
is withdrawn from the body vessel (col. 4, lines 55-58). 

Claim 8 : Shaknovich discloses the delivery system further comprises a sheath 
("protective sheath") 13 circumferentially disposed about the elongate member and 
movable along the elongate member, and wherein the step of deploying the expandable 
intraluminal medical device comprises retracting the sheath from a position about the 
expandable intraluminal medical device (Figure 6; col. 6, lines 3-4, col. 7, lines 43-49) 

Claim Rejections - 35 USC § 103 

3. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the Invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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4. Claims 4 and 11 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Shaknovich (U.S. Patent No. 5,807,398) in view of Kirkman (U.S. Patent No. 
6,071,263). 

Claims 4 and 11 : Shaknovich discloses the claimed device except for the means for 
spacing comprising a basket formed from four wires having expanded and collapsed 
configurations and the step of activating the means for spacing includes retracting the 
sheath from a position about the means for spacing. 

Kirkman discloses the means for spacing comprising a basket 9 formed from four 
wires 12 and having expanded and collapsed configurations (Figures 2A-2B and col. 8, 
lines 15-19). Also, Kirkman discloses the step of activating the means for spacing 
includes retracting the sheath from a position about the means for spacing (col. 8, lines 
10-19). Shaknovich does envision using a nitinol wire as an ancillary means of 
expansion (col. 9, line 64 to col. 10, line 6), and it would have been obvious to one of 
ordinary skill in the art to modify Shaknovich using a basket formed from four wires and 
using a retractable sheath about a means for spacing, as taught by Kirkman, to more 
efficiently contact the circumference of the blood vessel while not obstructing the fluid 
flow through the blood vessel and not causing clots (col. 7, lines 22-30) as well as to 
protect the blood vessel from the means for spacing until expansion and to avoid the 
need for a second mechanism to expand the means for spacing. 
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5. Claim 12 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Shaknovich (U.S. Patent No. 5,807,398) in view of Pavcnik et al. (U.S. Pub. No. 
20010039450). 

Claim 12 : Shaknovich discloses the claimed steps except for the expandable 
intraluminal medical device comprising a venous valve. 

Pavcnik et al. teaches an intraluminal venous valve 43 that is deployed within the 
blood vessel and exerts force against the wall of the vessel and provides a partial seal 
against the wall, while having expandable and collapsible features (Figures 48-49 and 
page 1, paragraph 6, page 6, paragraph 68, and page 10, paragraph 87). It would have 
been obvious to one of ordinary skill in the art at the time of invention to provide a 
prosthetic venous valve device, as taught by Pavcnik et al., to the device of Shaknovich, 
since it was known in the art that the delivery system may deploy any suitable 
expandable intraluminal medical device, such as a prosthetic venous valve. 

6. Claims 13-14 are U.S.C. 103(a) as being unpatentable over Kirkman (U.S. 
Patent No. 6,071,263) in view of Levine et al. (U.S. Pub. No. 20040087965). 
Claim 13 : Kirkman discloses the claimed device, including a delivery system 
comprising an elongate member 4 having proximal and distal ends and defining a first 
lumen, an expandable intraluminal medical device 154 circumferentially disposed about 
a portion of the elongate member (Figure 10A and 10B), a sheath circumferentially 
disposed about the elongate member and the expandable intraluminal device, the 
sheath being movable along the elongate member (col. 8, lines 3-19), and an ancillary 
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delivery device 9 having a basket formed from at least two wire members 156, 158, 160 
and having expanded and collapsed configurations, except for the ancillary delivery 
device disposed in a first lumen and having a basket formed from at least two wire 
members 156, 158, 160 and having expanded and collapsed configurations, wherein 
the basket is in the collapsed configuration when disposed in the first lumen and is in 
the expanded configuration when not disposed in the first lumen (col. 3, lines 50-53 and 
col. 6, lines 43-37, and col. 13, lines 5-50). 

Levine et al. teaches an ancillary delivery device having a basket 104 in the 
collapsed configuration when disposed in a first lumen 114 of 102 and is in the 
expanded configuration when not disposed in the first lumen (Figure 4F, page 3, 
paragraphs 37 and 40). It would have been obvious to one of ordinary skill in the art at 
the time of invention to modify Kirkman by providing a basket that collapses into a first 
lumen and is expanded when not disposed in a first lumen, as taught by Levine et al., 
since it was known in the art that expandible/collapsible mechanisms are often used in 
deploying devices since they are readily actuated and withdrawn by the surgeon and 
effectively facilitate deployment of intraluminal devices. 

Claim 14 : Kirkman discloses the claimed device except for the at least two wire 
members comprising flat wire. 

Levine et al. teaches wire members 104 comprising flat wire (page 3, paragraph 
37). It would have been obvious to one of ordinary skill in the art at the time of invention 
to modify Kirkman by using flat wire, as taught by Levine et al. since it was known in the 
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art that flat wire would provide more surface area and therefore better contact or 
engagement with surfaces. 

7. Claim 18 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Kirkman (U.S. Patent No. 6,071,263), as applied to Claim 13 above, and further in view 
of Pavcnik et al. (U.S. Pub. No. 20010039450). 

Claim 18 : Kirkman discloses the claimed device except for the expandable 
intraluminal device comprising a prosthetic venous valve. 

Pavcnik et al. teaches an intraluminal venous valve 43 that is deployed within the 
blood vessel and exerts a force against the wall of the vessel and provides a partial seal 
against the wall, while having expandable and collapsible features (Figures 48-49 and 
page 1, paragraph 6 and page 6, paragraph 68, and page 10, paragraph 87). It would 
have been obvious to one of ordinary skill in the art at the time of invention to provide a 
prosthetic venous valve device, as taught by Pavcnik et al., to the device of Kirkman, 
since it was known in the art that the delivery system may deploy any suitable 
expandable intraluminal medical device, such as a prosthetic venous valve. 

Response to Arguments 

8. Applicant's arguments with respect to claims 1-4 and 8-12 have been considered 
but are moot in view of the new ground(s) of rejection. 

9. The applicant generally argues that Levine fails to cure the deficiency of the 
ancillary delivery device and the flat wire members lacking in Kirkman. The examiner 
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disagrees. As maintained above, Levine teaches an ancillary device having a basket 
104 in a collapsed configuration when disposed in a first lumen 114 of 102 and is in the 
expanded configuration when not disposed in the first lumen (Figure 4F, page 3, 
paragraphs 37 and 40) and wire members 104 comprise flat wire (page 3, paragraph 
37). 

Conclusion 

10. Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Diane Yabut whose telephone number is (571) 272- 
6831 . The examiner can normally be reached on M-F: 9AM-4PM EST. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Hayes can be reached on (571) 272-4959. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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